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DETAILED ACTION 



Amendment Entry 

1 . Applicant's amendment and response filed December 15, 2005 is acknowledged 
and has been entered. Claims 1, 6, and 10 have been amended. Currently, claims 1-6 
and 9-1 1 are pending and are under examination. 



Rejections Withdrawn 

2. All rejections not reiterated herein have been withdrawn. 

3. In light of Applicant's amendment, the rejection of claims 1 -6 and 9-1 1 under 35 
U.S.C. 1 12, second paragraph as being indefinite, is hereby, withdrawn. 

4. In light of Applicant's amendment, the rejection of claims 1-6 and 9-1 1 under 35 
U.S.C. 1 12, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor, at the time the application was filed, had possession of the claimed 
invention, is hereby, withdrawn. 

Scope of Enablement 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 
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5. Claims 1-6 and 9-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for a method for feeding rats a fat-containing diet 
having an amount of liposome-encapsulated immunoglobulin against lipase effective to 
reduce their body weight gain, does not reasonably provide enablement for a method 
wherein any and all animals that are fed the liposome-encapsulated immunoglobulin 
against lipase is effective to reduce body weight gain in any and all animals, as recited 
in claim 1 . The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the invention 
commensurate in scope with these claims. 

Enablement requires that the specification teach those skilled in the art to make 
and use the invention without undue experimentation. Factors to be considered in 
determining, whether a disclosure would require undue experimentation include 1 ) the ± 
nature of the invention, 2) the state of the prior art, 3) the predictability or lack thereof in 
the art, 4) the amount of direction or guidance present, 5) the presence or absence of 
working examples, 6) the quantity of experimentation necessary, 7) the relative skill of 
those in the art, and 8) the breadth of the claims. 

The nature of the invention- the invention is directed to a method for feeding an 
animal a fat-containing diet having an amount of a liposome-encapsulated 
immunoglobulin against lipase effective to decrease body weight gained due to 
consumption of the diet relative to a control animal. 

The state of the prior art- the prior art of record fails to disclose a method for 
feeding an animal a fat-containing diet that would have an amount of a liposome- 
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encapsulated immunoglobulin against lipase that is effective in decreasing body weight 
gained due to consumption of the diet relative to a control animal. 

The predictability or lack thereof in the art- there is no predictability based on the 
instant specification that the claimed method would work in effectively decreasing body 
weight gained in any and all other animals other than rats, as shown in the examples 
where the rats are fed a high fat diet. There is no predictability based on the instant 
specification that the effect of liposome-encapsulated immunoglobulin against lipase to 
rats extends in direct correlation to all other animals from different species, having 
different sizes, weights, and physiologic make-up, as encompassed by the claimed 
invention. 

The amount of direction or guidance present- appropriate guidance is provided 
by the specification for the claimed method to effectively decrease body weight gained 
in rats that are fed a fat-containing diet. However, the specification fails to provide 
guidance and direct correlative relationship between rat and all other animals including 
humans, to enable the claimed method in effectively decreasing body weight gained 
after consumption of the fat-containing diet having liposome-encapsulated 
immunoglobulin against lipase. 

The presence or absence of working examples- working examples are provided 
in the specification that show a reduction in weight gain in rats after being fed a high fat 
diet using the claimed method. There are no working examples that show analogous 
results in other animals, including humans, that have been fed the fat-containing diet 
having liposome-encapsulated immunoglobulin against lipase, and which have 
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effectively decreased their body-weight gained after consumption of the diet, which is 
encompassed by the breadth of the instant claims. 

The quantity of experimentation necessary- it would require undue amount of 
experimentation for the skilled artisan to make and use the method as claimed, 
considering the genus of animal types encompassed by the claimed invention. 

The relative skili of those in the arf-the level of skill in the art is high. 

The breadth of the claims- as recited, the instant claims are directed to a method 
that is applicable in decreasing body-weight gained by any and all animals, after being 
fed a fat-containing diet that would have an amount of liposome-encapsulated 
immunoglobulin against lipase that is effective to reduce body-weight gained due to 
consumption of the diet. 

While the specification exemplifies a reduction in weight gain in rats that have 
been fed a fat-containing diet using the claimed method, the specification does not 
show working examples of the claimed method for feeding any and all animals the fat- 
containing diet having an amount of liposome-encapsulated immunoglobulin against 
lipase that effectively reduced body-weight gained for the representative animals 
including humans, after consumption of the diet. The fact that the claimed method 
appears to work effectively in rats is not sufficient to enable the breadth of the claimed 
method that warrants applicability and unequivocal effectivity for any and all animals, as 
that for the rats. Additionally, the specification has not established a correlative 
relationship between the method's effectivity upon rats in comparison to that of other 
animals having distinct sizes, weight, and dietary requirements, which would lead the 
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skilled artisan to conclude that the established effective amount of liposome- 
encapsulated immunoglobulin against lipase in rats, taking size, weight, and 
physiological make-up into consideration, would be in direct relationship with that for 
any and all other animals, including humans. 

The specification does not provide a teaching that suggests that rats can be 
considered an acceptable animal model warranting effectivity of weight-gain decrease in 
any genus of animal including humans, after consumption of fat-containing diet. Page 3 
of the specification makes reference to controlling weight in mammals, avians, and any 
animal having a pancreas or that secretes lipase using the claimed method, but 
provides no evidentiary showing of its actual effectivity in other animals than rats, that is 
representative of other species, sizes, and dietary requirements. While it is not 
necessary to show working examples for every possible embodiment, there should be 
sufficient teachings in the specification that would suggest to the skilled artisan that the 
breadth of the claimed method is enabled. This is not the case in the instant 
specification. Thus, the claimed method is only enabled for effectively reducing body- 
weight gained in rats by feeding them fat-containing diet having an effective amount of 
liposome-encapsulated immunoglobulins against lipase, after consumption of the diet. 

In view of the teachings of In re Wands, 8 USPQ2d 1400, it has been determined 
that the level of experimentation required to enable the breadth of the claims is undue. 
It has been set forth above that 1 ) the experimentation required to enable the claimed 
method for any and all animals that are fed a fat-containing diet having liposome- 
encapsulated immunoglobulin against lipase effective to reduce body-weight gained, 
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would be great, as 2) there is no experimental evidence provided that would indicate 
that the claimed method would work in reducing body-weight gained in all other animals, 
other than rats; 3) there is no proper guidance that shows that rats are acceptable 
animal models for any and all animals in the instant specification, 4) the nature of the 
invention is a method that would effectively decrease body-weight gained in animals by 
feeding them a fat-containing diet having liposome-encapsulated immunoglobulin 
against lipase effective to decrease body-weight gained, after consumption of the diet, 
5) the relative skill of those in the art is high, yet 6) the state of the prior art has been 
shown to be unpredictable as evidenced by the fact that no prior art has been cited that 
shows effective reduction of body-weight gained in animals after feeding them a fat- 
containing diet having an amount of liposome-encapsulated immunoglobulin against 
lipase, and lastly, 7) the claims broadly recite a method wherein any animal can be fed 
a fat-containing diet, that would have an amount of liposome-encapsulated 
immunoglobulin against lipase effective to decrease body-weight gained, without 
specifically stating how this can be done for every animal genus there is, without undue 
experimentation. 

Therefore, it is maintained that one of ordinary skill in the art could not make and 
use the invention as claimed without undue experimentation. 

Written Description 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it in such full, clear, concise, and exact terms as to enable any person skilled in the 
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art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

6. Claims 1-6 and 9-1 1 are rejected under 35 U.S.C. 1 12, first paragraph, as failing 
to comply with the written description requirement. The claims contain subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor, at the time the application was filed, had 
possession of the claimed invention. 

The specification does not provide a teaching of an interaction, i.e. binding or 
reaction, that takes place between immunoglobulins against lipase and lipase antigen in 
the gastrointestinal tract to enable decrease of body-weight gained in any and all 
animals by feeding them a fat-containing diet having effective amount of liposome 
encapsulated immunoglobulin against lipase. A general comment at page 1 , lines 9-10 
in the specification states that lipases hydrolyze a portion of dietary lipid, i.e. 
triacyglycerol, to fatty acids and glycerol in the gastrointestinal tract. The specification 
provides no teaching of how immunoglobulin binding to lipase, if present, causes the 
active site of the antigen to be inhibited since immunological binding of antilipase 
antibodies to lipase does not equate to blocking the catalytic epitope of lipase antigen in 
every genus of animal encompassed within the claimed invention. Therefore, the 
capability to generate anti-lipase antibodies from lipase of avians that can act upon 
lipase antigen in any and all animals, to react or bind in such a way that its catalytic 
epitope is readily blocked, either in the Gl tract or systemically in the plasma and reduce 
weight gained after consumption of a diet, is an unpredictable task. 
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The structure of avian lipase antigen from which immunoglobulins against lipase 
are generated from, so as to enable interspecies cross-reactivity with all animals and 
decrease body weight gained after feeding them a supposedly effective amount of the 
liposome encapsulated immunoglobulin against lipase as required by claim 1 , is not 
characterized and described in the specification. General comments on the 
development and generation of antilipase polyclonal antibodies from avian eggs are 
insufficient to establish the nature or potency of the antibodies to provide interspecies 
cross-reactivity with lipase of any or all animals having distinct sizes and dietary 
requirements for purposes of reducing body-weight gained after consumption of fat- 
containing diet. Generation of antibodies that react or bind with lipase of any and all 
species, specifically at its catalytic site, so as to reduce body-weight gained after 
consumption of fat-containing diet, would appear to be an unpredictable task. Further, 
physiological function and metabolism between animals and between species may 
account for enhanced or reduced functional potency of the immunoglobulins against 
lipase in reacting with a given lipase structure. Thus, one skilled in the art would 
reasonably conclude that even if one has knowledge in generating antilipase antibodies 
from avian species such as set forth in Applicant's disclosure, their differential effectivity 
towards every given species, appears to require further consideration. 

Response to Arguments 

7. Applicant's arguments filed December 1 5, 2005 have been fully considered but 
they are not persuasive. 
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A) Applicant argues that data obtained using rat as a model is reasonably 
expected to predict seeing a similar effect of the antibody on other animal species 
because similar results have been reported in the literature. Applicant provides three 
references to support their point which teach distinct antibodies providing analogous 
results between rat and other species. 

In response, different immunoglobulins or antibodies have distinct specificities, 
reactivities, affinities, and effects upon antigens or proteins upon which they bind; 
hence, an antibody reactive upon a specific antigen cannot be characterized in the 
same way as another antibody towards the antigen upon which it is specific or reactive. 
Accordingly, it is not reasonable to expect that the anti-CCK hormone antibody and anti- 
urease antibody upon which Applicant rely, albeit generated from avian protein or 
antigens as that taught in Applicant's disclosure, will provide analogous results as anti- 
lipase antibody towards lipase antigens from different animal species. Specifically, the 
claims are not only drawn to feeding to an animal a fat-containing diet having an amount 
of a liposome-encapsulated avian anti-lipase antibodies that can bind or react with any 
lipase antigen, but is also required to be effective in decreasing body-weight gained in 
the animal after consumption of the diet . The effectiveness appears to be applicable in 
amounts of 25-1000 mg/kg of the liposome encapsulated immunoglobulin against 
lipase. Nowhere in the specification provides that such specific concentrations are 
applicable or in direct correlation with other animals having distinct sizes, weight, dietary 
requirements, and physiological make-up. Accordingly, the breadth of the claims in as 
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far as enablement and adequacy of description are concerned, are limited to 
effectiveness of the claimed method to that of feeding rats. 

Prior Art 

8. Currently, claims 1-6 and 9-1 1 are clear of the prior art of record. 

9. For reasons aforementioned, no claims are allowed. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gailene R. Gabel whose telephone number is (571) 
272-0820. The examiner can normally be reached on Monday, Tuesday, and Thursday, 
7:00 AM to 4:30 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Long V. Le can be reached on (571 ) 272-0823. The fax phone number for 
the organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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